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Note: Chapter Phar 13 as it existed on July 31, 1992 was repealed and anew chap 1, The total number of dosage units of all prescription drugs
terPhar 13 was creatededtive August 1, 1992. distributedto practitioners by the pharmacy during each calendar
. , . yearin which the pharmacy is licensed does not exceed 5% of the
Phar 13.01 Authority.  The rules in this chapter areitg| number of dosage units all prescription drugs distributed
adoptedunder authorityn ss.15.08 (5) (b)227.11 (2) (2)450.02  anqdispensed by the pharmacy during the same calendar year
(321i(s?c?r?ng?ggggzw(ﬁysltsgjNo 439€f. 8-1-92 2. The total number of dosage unitsaf controlled sub
- ' T ' ' stancedlistributed to practitioners by the pharmacy during each
—_ . ) calendaryear in which the pharmacy is licensed does not exceed
Pha: 13.0% Definitions.  In this chapter: . 5% of the total number of dosage units of all controlled substances
(1) “Blood” means whole blood collected from a single dongjjstributedand dispensebly the pharmacy during the same calen
andprocessed either for transfusion or further manufacturing. garyear

(2) “Blood component” means that part of blood separated by (f) The sale, purchase, or trade of a drug, fer &6 sell, pur

physicalor mechanical means. chaseopr trade a drug, or the dispensing of a drug pursuant te a pre
(3) “Controlled substance’has the meaning set forth in s.scription.
961.01(4), Stats. (g) The sale, transfemeger, or consolidatiorof all or part of
(3m) “Department’means the departmentgdfety and pro the business ofa pharmacy from or with another pharmacy
fessionalservices. whetheraccomplished as a purchase and sale of stock or business

(4) “Device” has the meaning set forth ir4§0.01 (6) Stats. assets. -
(5) “Distribute” has the meaning set forth in450.01 (8) (h) The sale, purchase, distribution, trade, or tramferpre
Stats. scriptiondrug from one authorized distributor of record to one
: — dditional authorized distributor of recordf, the manufacturer
7) “Drug sample” means a unit of a prescription drug ihat 2 ; " gy A
not(irztendeg to bgsold and is intended t% prompote the sgale of Jffiesin writing to the receiving authorizedistributor of record
drug thatthe manufacturer is unattie supply the drug and the supply

et . . ... ing authorized distributor of record states in writing thatdthey
(8) "Facility” means a location where a wholesale distribut¢{zspreviously been exclusively in the normal distribution ehan

storeshandles, repackages, ofest for sale prescription drugs. pq|

(9) “Manufacturer’means a person licensedapproved by (i) The delivery of, or dér to deliver a prescription drug by
the federal food and drugdministration to engage in thes common carrier solely in theommon carriés usual course of
manufactureof drugs or devices, consistent with the definition ghsinesof transporting prescription drugs, if the common carrier
manufacturer’under the federal food and dragministratiors  goesnot store, warehouse, or take legal ownership of the drug.
regulationsand interpreted guidance implementing taderal () A transaction excluded from the definition of “wholesale
prescriptiondrug marketing act. _ _ distribution” under21 CFR 203.3cc).
20(10s)t tPrescrlptlondrug has the meaning set forth im$0.01 (k) The donation or distribution of a prescription drug under
(20), Stats. o o 5.255.056 Stats.

(11) “Wholesale distribution” means distribution of & preé . ) The transfer from a retail pharmacy or pharmacy ware
gcrlptlon_drulgdto a periok? ofth”er than a consumer or patient, i ,seof an expired, damaged, returned, or recalled prescription
oesnot include any of the following: o drugto the original manufacturer or original wholesgistributor

(@) Intracompany sales of prescriptidrugs which include or to a 3rd—party returns processor or reverse distributor
anytransaction or transfer between atiyision, subsidiarypar. (m) The returrof a prescription drug, if the return is authorized
ent, affiliated or related company under common ownership ®y the law of this state.
controlof a corporate entitgr any transaction between co-lieen (12) “Wholesaledistributor” means a person engaged in the
seesor a co-licensed product. wholesaledistribution of prescription drugs, including manufac

(b) The sale, purchase, distribution, trade, or tramfarpre  yrers:repackagers; own-label distributors; private-label distrib
scription drug or dér to sell, purchase, distribute, trade, or trang;tors: jobbers; brokerswarehouses, including manufacturers’

fera prescriptiop drpg for engency medical reasons. _ _anddistributors’ warehouses; manufacturers’ exclusiigribu
_(c) The distribution of prescription drug samples, if the digors; manufacturers’ authorized distributors of record; prescrip
tribution is permitted unde21 CFR 353d). tion drug wholesalers and distributors; independehblesale

(d) Drug returns, when conducted by a hospital, health carescriptiondrug traders; 3rd—party logistics providers; retail

entity, or charitable institution as provided2d CFR 203.23 pharmacieghat conduct wholesale distribution; and chain phar
_(e) Distributions to a practitiondpr the purpose of general mﬁics%g‘:"?rcerh&“iss?esmtuﬁ‘a’ig%gnggigg";’;‘g'_‘ifg;?cﬂgr('glétéoir;t-erFeb
dispensingoy the practitioner to his or her patients if all of the fol, 19{9'6’ Rio, 4%2917' 3){_96; am. (3)Rogistes Decembari 908, RS o166t
lowing apply: 1-1-99EmRO0815 emeg. ct (3m), (11) (b) to (d) andf) to (m), renum. (6) and {)
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Phar 13.02 WISCONSINADMINISTRATIVE CODE 28

g))(tg) kff (étﬂ_agg &% ((;eg_aor%dlgn(-s%),(%n(b SERJ Eg;,llgngr}%cig (arggi Sg%u%ﬂ% 6()bz1nd Phar 13.07 Application review . The board shalbct
(11) (h 10 be (12) and (1) (e) and am. (12), am. (&%), (11) (intro.) and (a).(11)  UPONan application for a license within 60 business days after

(b) to (e)Register November 2008 No. 635F. 12-1-08;correction in (3m) made  receivingthe completedpplication, as provided in SPS 4.03

under s.13.92 (4) (b) G.Stats.,Register November 201 No. 671 |f the |icense iS denied’ the applicant may reqﬂéﬁaring pur
suant to chSPS 1
Phar 13.05 License; other requirements. In addition History: Cr. RegisterJuly 1992,No. 439 eff. 8-1-92; am.Register December
to providing the application information, to obtain a license a pe}998,N0. 516 eff. 1-1-99;correction made under s13.92 (4) (b) 7. Stats. Regis-
sonshall: ter November 201 No. 671
(1) Pay the fee specified in 440.05 (1) Stats. Phar 13.08 Personnel. A distributorshall employ ade

(2) Passan inspection of the facility conducted by the boarfluatepersonnel with the education and experience necessary to
or its representative in the 3—year period immediately precediﬁajewand lawfully engage in the wholesale distribution of drugs.
the dateof the application by the board, a pharmacy examinir@1?5%%:R%%?ng;%3§2‘g}§if*N“(')‘f,'eﬁﬁg B o e B Semey. am. o
boardof another state, the National Association of Boardzhek ' ' B '
macy,or another accrediting body recognized by the board, with Phar 13.09 Facility requirements. All facilities at
the date of each inspectida determine if the location meets stanwhich prescription drugs are stored, warehoused, handled, held,

dardsspecified in ssPhar 13.080 13.11 offered, marketed, or displayed shall:
(3) Registerwith the drug enforcement administration, if (1) Be of suitable size and construction to facilitate cleaning,
intendingto distribute controlled substances. maintenanceand proper operations;

AdNO_H?ithiPiessof_tfed;Orgl élijppll(icatiogsdmagublz _Obtaiznféi gorr;hthg Drtég Engrcertnem (2) Havestorage areas designedotovide adequate lighting,
ministration, suite , DIrksen Federauilaing, ou earporn reet, ¢ ] H . H B
Chicago,lllinois 60604. Copies of federal statutes and rules may be obtained fryrﬁntllatlon.‘ tempera_ture., Sanltathhumldlty‘ space, equipment,
the Superintendent of Documents, Government Printinfic@f Washington DC and security conditions;

20402-9325. (3) Havea quarantine area for storage of prescription drugs

History: Cr. RegisteyJuly 1992, No. 43%ff. 8-1-92;CR 00-157am. (2)Reg- ; ;
ister May 2002 No. 557efl. 6-1-02;EmR0815 emeg. am. (2), df 6-1-08.cr  thatare outdated, damaged, deteriorated, misbranded, or adulter

08-051 am. (2)Register November 2008 No. §3&F. 12-1-08. ated, or that are in immediates®aledsecondary containers that
havebeen opened;
Phar 13.055 Surety bond, irrevocable letter of (4) Be maintained in a clean and orderly condition; and

credit. The applicant shall supply a surety bondregvocable (5) Befree from infestation by insects, roderiiBds, or ver

letter of credit in the amount of $5,000.00hich is issued by a min of any kind.

companyauthorized to do business indgbnsin. Thdorm of the  History: Cr. Registey July 1992, No. 439eff. 8-1-92:EmR0815 emeg. am.

bondor letter of credit shall bapproved by the department an%ggg-& a”g3(3)'ﬁdfl§_‘ll_‘888iCR 08-051am. (intro.) and (3Register November

conditionedso that the state shall be fully compensated or-rei 0. 633 ef. '

bursedfor, and shalbe used to, secure payment of fees or costs Phar 13.10 Security requirements. Al facilities shall

thatrelate to the issuance of a wholesale distribsti@@ense that requirethat:

havenot been paid within 3days after the fees or costs have (1) Accessfrom outside the premises is kept to a minimum

becoméfinal. The bond or letter shall be valid for the entire perioghdpe well controlled:

of an unexpired license issued to the applicant. No claim may be ; L ; ; ; .

madeagainst a bond ather security under this section more than (? Ehf O.UItS'de perlmﬁter of the pr;a_mlsotlas is well uglr(]tled,l_

oneyear after the date on which the applicamtholesale distrib . _(3) Entryinto areas where prescription drugs are held is lim
ited to authorized personnel;

utor’s license expires. . . .
History: EmR0815emep. ct eff. 6-1-08;CR 08-051cr. Register November (4) An alarm system is maintained to detect entry after hours;

2008 No. 635eff. 12-1-08. and
] . . (5) A securitysystem is maintained that will provide suitable
_ Phar13.06 License; factors considered.  Indetermin  protectionagainst theft and diversion, including, whepropri
ing eligibility for a distributofs license, the board shall considerate, a system that provides protection against theft or diversion
the following factors: thatis facilitated or hidden by tampering with computergles

(1) Any convictions of the applicant under any federal, stattonic records.
or local lawsrelating to drug samples, wholesale or retail drug ogHistory: Cr.Registey July 1992, No. 43%f. 8-1-92,EmR0815 emeg. am. (3),
devicedistribution, or distribution of controlled substances; 2l 6-1-08:CR 08-05L.am. (3)Register November 2008 No. 6. 12-1-0.

(2) Any felony convictions of theapplicant under federal, Phar 13.11 Storage requirements. (1) All prescription
state,or local laws, the circumstanceswalfiich are substantially drugsstoredin a facility shall be stored at appropriate tempera
related to the practice of a distributor; tures and under appropriate conditions in accordance with

(4) The furnishing by theapplicant of false or fraudulent requirementsif any, in the labeling of such products, or with
material in any application made in connection with drugeduirementsn the current edition of anfafial compendium.
manufacturingor distribution; ' (2) If no storage requirements are established for a prescrip

(5) Suspensiomr revocation by federal, state, or logavern  fion drug, the product may be held at a controlled roempera
mentof any license currently or previously held by the applicalﬁre' as defined in anfafial compendium, to help ensure that its
for the manufacture or distribution of any devices or drugilentity, strength, qualityand purity are not adverselyfedted.
including controlled substances; (3) Appropriate manual, electromechanical, or electronic

(6) Compliancewith licensing requirements under previoushfémperatureénd humidity recording equipment, or logs sheil
grantediicenses, if any: utilized to document proper storage of prescription drugs.

(7) Compliancewith the requirements to maintain or makef (4) Therecordkeeping requirements irPhar 13.14hall be

availableto a state licensing authority or to federal, state, or |oc&ﬂg¥g$y‘? fg%ﬂg;gﬁ&ggg%{; 439, 8-1-92EmR0815 emeg, am. ef
law enforcement dicials th_ose r_ecqrds required to be maintaineg-1-0g;CR 08-051 am.Register November 2008 No. 635 12-1-08.
by wholesale drug or device distributors; and o . .
(8) Any other factors or qualificationthe board considers , Phar 13.12  Examination of materials requirements.
relevantto and consistent with the public health and safety (1) Upon receipt by a facilityeach outside shipping container
History: Cr. Register July 1992, No. 439f. 8-1-92.EmR0815emeg. r. (3), Shallbe visually examinetbr identity and to prevent the accept

eff. 6-1-08;CR 08-051r. (3) Register November 2008 No. 38. 12-1-08. anceof contaminated prescription drugs, prescription drugs
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29 PHARMACY EXAMINING BOARD Phar 13.17

thatare otherwise unfit for distributioriThis examination shallbe ~ Phar 13.15 Written policies and procedures. A dis
adequatdo reveal container damage that would suggest possiltutor shall establish, maintain, and adhere to written policies
contaminatioror other damage to the contents. andprocedures, which shall be followed for the receipt, segurity
(2) Eachoutgoing shipment frora facility shall be carefully storagejnventory and distribution of prescription drugs, includ
inspectedor identity of the prescriptiodrug and to ensure thating policies and procedures for identifyirigcording, and report
thereis no delivery of prescription drugs that have beé@maged ing losses or thefts, and for correcting all errors and inaccuracies
in storage or held under improper conditions. in inventories. A distributor shall include in their written policies
(3) Therecordkeeping requirements infhar 13.14hall be andprocedures the following:
followed for all incoming and outgoing prescription drugs at a (1) A procedure to ensuthat the oldest approved stock of a
facility. prescriptiondrug is distributed first. The procedure may permit

History: Cr.RegisteyJuly 1992, No. 43%f. 8-1-92EmR0815emeg. am.ef.  deviationfrom this requirement if the deviatid® temporary and
6-1-08,CR 08-051am.Register November 2008 No. §35f. 12-1-08. appropriate

Phar 13.13 Returned, damaged and outdated pre- 2) A procedqre. to be followed for handling recalls and with
scription drug requirements. (1) Prescription drugs im drawalsof prescription drugs. The procedure shall be adequate to
facility that are outdated, damageeteriorated, misbranded, ordealwith recalls and withdrawals due to:
adulteratedshall bequarantined and physically separated from (a) Any action initiated at the request of the food and drug
other prescription drugs until they are destroyed or returned &ministrationor other federal, state, or local law enforcenoent
their supplier othergovernmental agengincluding the board;

(2) Any prescriptiondrugs in a facility whose immediate or  (b) Any voluntary action by the manufacturer to remove defec
sealedouter or sealed secondary containers have been openeghveror potentially defective drugs from the market; or

usedshall be identified as suclhnd shall be quarantined and (c) Any action undertaken foromote public health and safety
physically separated from other prescription drugs until they afg, the replacingf existing merchandise with an improved prod
either destroyed or returned to the supplier uctor new package design.

(3) If the conditions under which a prescription drug has been(3) A procedure to ensure that a distributor preparepfor

returnedto a facility cast doubt on the prodiscsafety identity ; - -
: - ctsagainst, and handles any crisis th&@s security or opera
strength guality, or purity then the product shall be destroyed, O;t?cm of any facility in the event of strike, fire, flood, or other natural

returnedto the supplierunless examination, testing, or other,: o '
investigationproves that the product meets appropriaadards disasterpr other situations of local, state, or natioe@egency.

of safety identity, strength, qualityand purity In determining  (4) A procedure to ensure that any outdated prescription drugs
whetherthe conditions under which a product has been return@t® segregated from other products and either returned to the
castdoubt on its safetyidentity, strength, qualityor purity the manufactureor destroyed. This procedure shall provide for-writ
distributor shall considgramong other things, the conditionsten documentation othe disposition of outdated prescription
underwhich the product has been held, stored, or shipped befdrags. This documentation shall be maintained for 3 years after
or during its return and the condition of the product and its codispositionof the outdated drugs.

tainer,carton, or labeling, as a result of storage or shipping. ; It-hst)or(yl) g) ?etgist)er(%L)le 1(19?42), g% ta%zﬁb ssR—%)ég%;SElmRos(_15t err)]e?l.)ar&.)
. - f intro.), y intro.), an y —1-0g; - am. (Intro.), ,
(4) Therecordkeeping requirements infhar 13.14hall be (intro.), (b) and (4)Register November 2008 No. 638F. 12-1-08.

followed for all outdated, damaged, deteriorated, misbranoted,

adulteratedprescription drugs. . __
History: Cr. RegisteyJuly 1992, No. 43%f. 8-1-92.EmRO0815 emeg. am. ef Phar 13.16 Responsible persons. A distributor shall

6-1-08,CR 08-051am.Register November 2008 No. 628, 12-1-08. establishandmaintain lists of dfcers, directors, managers, and
the designated representative in g®of wholesale drug dis

Phar 13.14 Recordkeeping requirements. (1) A dis tribution, storage, and handling, including a description of their
tributor shall establish and maintain inventories and record$ of dutiesand a summary of their qualifications.
transactiongegardingthe receipt and distribution or other dis  History: CrRegistes ng 1992, Mo. 43%*“- 81 92EMRIBLS emeg. am. eft
positionof prescription drugsThese records shall include the fol : am.Register November 0. 634 :
lowing information:

(a) The source of the drugs, including the name and principal Phar 13.17 Compliance with federal, state and local

address of the seller transferorand the address of the locatio aws. (1) A distributor shall operate in compli.ance with .applica
from which the drugs were shipped: le federal,state, and local laws and regulations. A distributor

. - . . . ... shalloperate in compliance with any applicable federal electronic
(b) The identity and quantity dhe drugs received and distib oy and trace pedigree system implemented after July 1, 201
utedor disposed of; aqd o . . unlessan earlier implementation date is manddigdederal law
(c) The dates afeceipt and distribution or other disposition ofyhich explicitly preempts state lawA distributorthat deals in
thedrugs. controlled substances shall register with the denforcement
(2) Inventoriesand records shall be made available for inspeadministration.
tion and copying by the board, its authorized representatives, anc{z) Failureto comply with applicable federal, state, and local

authorized representatives of federal, state and locatidce |, sanqd regulations constitutes unprofessiaralduct for pur
mentagenciedor a period of 3 years following distribution orposes of $450.1Q Stats

otherdisposition of the drugs. o . . .
P g (3) A distributor shalpermit the board or its authorized repre

(3) Recordsdescribed in this sectiothat are kept at the . :
inspectionsite or that cabe immediately retrieved by computersemat'ves and authorizéebleral,state and local law enforcement

or other electronic means shall be readigilable for authorized °fficials to enter and inspetheir premises and delivery vehicles,
inspectionduring the retentioperiod. Records kept at a centraPNdt0 audit their records and written operating procedures, at rea
location apart from the inspection site and not electronicallgor“'j‘bletlmes and in a reasonable mantethe extenauthorized
retrievableshall be made available for inspectisithin 2 work  BY law. Such dicials shall be required tshow appropriate identi

ing days of a request by the board or its authorized representafiz&tion prior to being permitted access to a distribistpremises

History: Cr.RegisterJuly 1992, No439 eff. 8-1-92;EmR0815 emeg. am. (1) and delivery vehicles.
and(2), ef. 6-1-08;CR 08-051am. (1) and (2Register November 2008 No. 6§35  History: Cr.RegisterJuly 1992, No. 43%f. 8-1-92,EmR0815 emeg. am. (1),
eff. 12-1-08. eff. 6-1-08;CR 08-051am. (1)Register November 2008 No. §35f. 12-1-08.

Published under s. 35.93, Stats. Updated on the first day of each month. Entire code is always current. The Register date on each page
is the date the chapter was last published. Report errors (608) 266-3151. Register November 2QINo. 671
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